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 201 KAR 2:370. Pharmacy services in long-term care facility (LTCF). 
 
 RELATES TO: KRS 315.010, 315.020, 315.030, 315.121 
 STATUTORY AUTHORITY: KRS 315.002, 315.005, 315.191 
 NECESSITY, FUNCTION, AND CONFORMITY: KRS 315.191(1) authorizes the Kentucky 
Board of Pharmacy to establish requirements to regulate and control pharmacies. KRS 
315.002 and 315.005 require standards of practice in all settings where drugs are handled and 
require the board to ensure safety of all drug products provided to the citizens of Kentucky. 
This administrative regulation establishes requirements for pharmacy services in long-term 
care facilities. 
 
 Section 1. Definitions. 
 (1) "Automated Dispensing System" or "ADS" means a mechanical system that performs 
operations or activities, other than compounding or administration, relative to the storage, 
packaging, counting, labeling, and dispensing of medications, and which collects, controls, and 
maintains all transaction information. 
 (2) "Emergency Drug" means drugs required to meet the immediate therapeutic needs of 
patients that are not available from any other authorized source in sufficient time to prevent 
risk of harm to patients because of delay. 
 (3) "Emergency Medication Kit" or "EMK" means an onsite manual or automated mecha-
nism for delivering emergency medications. 
 (4) "Immediate supervision" is defined by KRS 315.010(12). 
 (5) "Individual dose" means smallest unit that is commercially available. 
 (6) "Long-term care facility" or "LTCF" is defined by KRS 216.510(1), excluding family-care 
homes 
 (7) "Long Term Care Facility Drug Stock" or "LTCF drug stock" means a dose or doses 
generated from a prescription order sufficient until the next pharmacy business day or IV fluids 
that are used for replenishment, which contain no additive drugs, or irrigation solutions. 
 (8) "Pharmacist-in-charge" or "PIC" means a pharmacist mandated as in charge under KRS 
315.020 and who meets the requirements of 201 KAR 2:205. 
 (9) "Supervision" is defined by KRS 315.010(27). 
 
 Section 2. General Requirements. 
 (1) The pharmacist-in-charge of the dispensing pharmacy shall: 
 (a) Be responsible for policies and procedures governing the procurement, distribution, stor-
age, security, access, administration, and control of all drugs that are provided to a LTCF; 
 (b) Review all policies and procedures at least once every twelve (12) months; 
 (c) Provide LTCF drug stock or an EMK only to facilities that authorize entry by a board 
agent for the purposes of inspection or investigation of the LTCF drug stock or EMK at the fa-
cility; 
 (d)1. Maintain written authorization for entry; and 
 2. Immediately provide written authorization for entry to the board upon request of a board 
agent; and 
 (e) Maintain a current list of all locations where LTCF drug stock or an EMK are stored, 
which shall be made immediately available upon request by a board agent. 
 (2) Dispensing. 
 (a) Controlled substance medications shall be dispensed only by prescription drug order of 
a licensed practitioner. 
 (b) Non-controlled substance medications shall be dispensed only on a medical order or 
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prescription drug order of a licensed practitioner. 
 (c) A medical order entered on the medical record of a patient at a LTCF shall contain: 
 1. Name of patient; 
 2. Date of issuance; 
 3. Name, strength, and dosage form of drug prescribed; 
 4. Directions for use; and 
 5. Practitioner’s name. 
 (d) Each licensee shall comply with United States Pharmacopeia (USP) Chapter 7 Labeling 
regarding labeling and packaging. 
 (3) The services of a pharmacist shall be readily available at all times. 
 (4) Emergency drugs. 
 (a) Emergency drugs for controlled substances in a LTCF EMK shall be stocked pursuant to 
902 KAR 55:070. 
 (b) Emergency drugs for non-controlled substances in an EMK shall not exceed six (6) indi-
vidual doses of thirty (30) different non-controlled substances, per LTCF. 
 (c) The pharmacist-in-charge may request a waiver from the board to increase the number 
of doses or numbers of non-controlled substances in the EMK based on evidence of use. 
 (d) An EMK shall be assessed for outdated, damaged or adulterated drugs, and stock ade-
quacy by: 
 1. A pharmacist or any lawful person as stated in 902 KAR 55:070 on a monthly basis for 
controlled substances; or 
 2. A pharmacist, a PIC authorized pharmacist intern, or certified pharmacy technician on a 
monthly basis for non-controlled substances. 
 (e) EMK drugs shall be supplied in unit dose packaging unless precluded by manufacturer 
packaging. 
 (f) An EMK shall be conspicuously labeled. 
 (g) An EMK drug shall be accessed only upon a lawful prescription order. 
 (h) All prescription orders shall be reviewed by a pharmacist within one (1) pharmacy busi-
ness day. 
 (i) An EMK shall not be stocked in a personal care home without personnel lawfully licensed 
to administer medications. 
 (5) Initial dose of LTCF drug stock in a LTCF. 
 (a) Excluding personal care homes, LTCF drug stock of drugs shall not exceed fifteen (15) 
individual doses each of 150 non-controlled substances. 
 (b) LTCF drug stock in a personal care home shall not exceed five (5) individual doses each 
of thirty (30) non-controlled substances. 
 (c) The pharmacist-in-charge may request from the board a waiver to increase the number 
of non-controlled substance items to be placed in LTCF drug stock based upon evidence of 
use. 
 (d) The pharmacist-in-charge shall be responsible for authenticating the need for LTCF drug 
stock. 
 (e) A pharmacist shall review the prescription drug or medical order before the release of 
medication. 
 (f) LTCF drug stock shall be inspected by pharmacy personnel at least monthly and docu-
mentation shall be maintained to determine if: 
 1. Medications are outdated; and 
 2. Stocks are maintained at adequate levels. 
 (g) Except for LTCF drug stock of intravenous fluids with no additive drugs or irrigation solu-
tions, the LTCF drug stock shall be replenished by: 
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 1. A tamper-resistant secure container delivered from the pharmacy; 
 2. A tamper-resistant secure container for the stocking of an ADS; 
 3. A pharmacist, pharmacist intern, or a certified pharmacy technician who shall be under 
the immediate supervision of a pharmacist on-site, if there is no pharmacy on-site; or 
 4. A pharmacist, pharmacist intern, or a certified pharmacy technician who shall be under 
the supervision of a pharmacist, if there is a pharmacy on-site. 
 
 Section 3. The pharmacist-in-charge of an ADS in a LTCF shall be responsible for the fol-
lowing: 
 (1) Initial validation of the ADS accuracy prior to use for distribution to patients assuring that 
the ADS: 
 (a) Is in good order and accurately dispenses the correct strength, dosage form, and quanti-
ty of drug prescribed; and 
 (b) Complies with the recordkeeping and security safeguards pursuant to Section 4 of this 
administrative regulation. 
 (2) Assuring that non-controlled substance prescription drug orders and medical orders are 
reviewed and approved by a pharmacist prior to access, except for emergency drugs; 
 (3) Assuring that controlled substance prescription drug orders are reviewed and approved 
by a pharmacist prior to accessing the controlled substance emergency drugs; 
 (4) Implementing an ongoing quality assurance program that monitors performance of the 
ADS, pursuant to the written policies and procedures; 
 (5) Assigning, discontinuing, or changing personnel access to the system; and 
 (6) Assuring appropriate access to medications. 
 
 Section 4. Standards. A permit holder utilizing an ADS shall comply with the following provi-
sions: 
 (1) A pharmacy shall maintain the following documentation: 
 (a) Name and address of the LTCF where the system is being used; 
 (b) The ADS manufacturer’s name, model, and serial number; 
 (c) An operations manual; 
 (d) Description of how the system is used; 
 (e) Written quality assurance procedures to determine continued appropriate use of the sys-
tem; and 
 (f) Written policies and procedures for system operation, safety, security, accuracy, access, 
and malfunction. 
 (2) All written policies and procedures shall be maintained in the pharmacy responsible for 
the ADS. 
 (3) An ADS shall maintain adequate security systems and procedures, pursuant to written 
policies and procedures that prevent unauthorized access to patient records and maintain pa-
tient confidentiality. 
 (4) ADS records and data shall meet the following requirements: 
 (a) All events involving the contents of the ADS shall be recorded electronically; and 
 (b) Records shall be maintained by the pharmacy for five (5) years, be available to the 
board, and shall include the following: 
 1. The time and location of each system access; 
 2. Identification of the individual accessing the system; 
 3. Name of the patient for whom the drug was ordered; 
 4. Name, strength, dosage form, and quantity of drug accessed; 
 5. Type of transaction; 
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 6. The prescription or transaction number if assigned; and 
 7. The name of the prescriber. 
 (c) All events involving user database modifications shall be recorded electronically and 
maintained. 
 (d) A twenty-four (24) hour emergency call center shall be available for any ADS malfunc-
tion. 
 (5) The stocking of all medications in an ADS shall be performed by a: 
 (a) Pharmacist; 
 (b) Pharmacist intern; or 
 (c) Certified pharmacy technician who shall be under the supervision of a pharmacist on-
site. 
 (6) If the pharmacy utilizes a tamper resistant barcoding technology, microchip, or other 
equivalent tamper-resistant ADS, a pharmacist-verified drug may then be loaded by a pharma-
cist-in-charge trained pharmacist, pharmacist intern, or certified pharmacy technician. 
 (7) A record of medications stocked in an ADS shall be maintained for five (5) years and 
shall include identification of the person stocking the ADS and the pharmacist checking for ac-
curacy. 
 (8) The pharmacist-in-charge shall provide a policy for accounting for medications removed 
from an ADS and subsequently wasted. 
 (9) The pharmacist-in-charge shall provide a policy for accounting for medications returned 
to an ADS. 
 
 Section 5. Incorporation by Reference. 
 (1) "USP Chapter 7 Labeling", (December 1, 2017), is incorporated by reference. 
 (2) This material may be inspected, copied, or obtained, subject to applicable copyright law, 
at the Kentucky Board of Pharmacy, State Office Building Annex, Suite 300, 125 Holmes 
Street, Frankfort, Kentucky 40601, Monday through Friday, 8 a.m. through 4:30 p.m. (42 Ky.R. 
630; 1131; eff. 11-6-2015; TAm eff. 2-15-2016; 42 Ky.R. 273, 630, 1131, 2414; eff. 5-6-2016; 
45 Ky.R. 740, 1684, 2575; eff. 3-13-2019.) 


